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510(k) Number (if known)

Device Name
Bard LubriGuard Foley Catheter

Indications for Use (Describe)

The Bard LubriGuard Foley Catheter is intended for use in the drainage and/or collection and/or measurement of urine.
Drainage is accomplished by inserting the catheter through the urethra and into the bladder.

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”
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Bard Medical Division 
C.R. Bard, Inc. 
8195 Industrial Blvd.  
Covington, GA 30014 

 
  

510(k) Summary 

In accordance with 21 CFR §807.92 and the Safe Medical Devices Act of 1990, the following 
information is provided for the Bard LubriGuard Foley Catheter 510(k) premarket notification.  
The submission was prepared in accordance with the FDA guidance document, ‘Format for 
Traditional and Abbreviated 510(k)s’, issued on August 12, 2005.   

Sponsor: BARD Medical Division 
 C. R. BARD, Inc. 
 8195 Industrial Blvd. 
 Covington, GA 30014 
 Establishment Registration Number: 1018233 
 
Contact: Michele Davis, RAC 
 Regulatory Affairs Project Manager 
 Bard Medical Division 
 Tel: 770-784-6274 
 Fax: 770-385-4706 
 
Date: March 17, 2015 
 
Subject Device: Trade Name:  Bard® LubriGuard™ Foley Catheter 
 Common Name: Urological Catheter 
 Classification Name: Urological catheter and accessories 
 Regulation: 21 CFR 876.5130 
 Classification: II 
 Product Code: EZL 
 
Legally marketed device to which substantial equivalence is claimed: 

• Bard Hydrogel-Coated Foley Catheters, K910195 
 

 
Device Description 
The LubriGuard Foley Catheter is a biocompatible, hydrogel-coated, synthetic polyisoprene 
Foley catheter used in the drainage of urine.  The catheter consists of a shaft with eyelets near 
the tip, balloon, drainage funnel and inflation arm with cap and valve.  The eyelets allow for 
drainage of urine from the tip of the catheter through the drainage lumen.  The balloon once 
inflated retains the catheter within the bladder. There are two lumens:  one for urine drainage 
and the second for balloon inflation.  The two-way valve, upon activation, permits flow in either 
direction and allows for inflation and deflation of the balloon.  The cap retains the valve and 
provides identification for the catheter.  
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The catheter will be offered in multiple French sizes to accommodate differing patient 
anatomies.  The product is ethylene oxide sterilized (per ISO 11135:2014, Sterilization of health 
care products – ethylene oxide – Requirements for development, validation and routine control 
of a sterilized process for medical devices).  The catheter is for single use. 
 
Indications for Use 
The Bard LubriGuard Foley Catheter is intended for use in the drainage and/or collection and/or 
measurement of urine.  Drainage is accomplished by inserting the catheter through the urethra 
and into the bladder.   
 
Technological Characteristics 
 The Bard LubriGuard Foley Catheter has similar technological characteristics as the predicate 
device.  The subject device is manufactured from synthetic polyisoprene which has similar 
properties as the predicate device that is manufactured from natural rubber latex.  Both the 
subject and predicate device are hydrogel-coated.   
 
Performance Data  
Nonclinical functional performance testing was performed per ASTM F623-99 (2006), Standard 
Performance Specification for Foley Catheter and Coefficient of Friction testing.   Nonclinical 
biocompatibility testing was conducted in accordance with ISO 10993-1:2009/(R)2013, 
Biological evaluation of medical devices – Part 1: Evaluation and testing within a risk 
management process and FDA Bluebook Memorandum G95-1, Use of International Standard 
ISO 10993 “Biological Evaluation of Medical Devices Part 1: Evaluation of Testing.”.    
 
Substantial Equivalence 
The Bard LubriGuard Foley Catheter has similar design features and indications for use as the 
predicate device, Bard Hydrogel-Coated Foley Catheters, K910195.  The subject device is 
substantially equivalent to the predicate device and nonclinical test data demonstrates that the 
subject device is safe and effective. 
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